IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A

MARGARET SCHMERLI NG and : ClVIL ACTI ON
MORTON SCHVERLI NG :
V.
DANEK MEDI CAL, INC., et al. ; NO. 96-2749
MEMORANDUM
WALDMAN, J. Septenber 9, 1999

| . | nt r oducti on

This is one of nore than 2,000 personal injury cases
filed nationwide in which plaintiffs have all eged that they were
injured by the inplantation of orthopedic bone screws in the
pedicles of their spines.! Jurisdiction is based on diversity of
citizenship pursuant to 28 U. S.C. § 1332.

This case was one of those consolidated by the
Mul tidistrict Litigation Panel and transferred to the Honorable
Louis Bechtle for pretrial managenent. The cases were then
remanded to the transferor courts for adjudication of dispositive
and ot her case-specific notions.

Presently before the court are the notions of
def endant s Sof anor Danek G oup, Inc., Sofanor, S.N C., Sofanor,

I nc. and Danek Medical, Inc. (collectively "Sofanor/Danek") and

! Counsel filed virtually identical conplaints
nam ng as defendants every manufacturer and distributor in the
field, although it clearly appears that not all such defendants
coul d have manufactured or narketed all of the devices at issue
in each case.



Youngwood Medi cal Specialties, Inc. ("Youngwood") for sunmary
j udgnent . 2

1. Legal Standard

In considering a notion for summary judgnent, a court
determ nes whet her "the pl eadi ngs, depositions, answers to
interrogatories, and adm ssions on file, together with the
affidavits, if any, show that there is no genuine issue of
material fact and that the noving party is entitled to judgnent

as a matter of law" Fed. R Cv. P. 56(c); Anderson v. Liberty

Lobby, Inc., 477 U S. 242, 247 (1986); Arnold Pontiac-GVC, Inc.

V. Ceneral Mtors Corp., 786 F.2d 564, 568 (3d Cr. 1986). Only

facts that nay affect the outcone of a case are "material."
Anderson, 477 U.S. at 248. Al reasonable inferences fromthe
record are drawn in favor of the non-novant. |1d. at 256.

Al t hough the novant has the initial burden of
denonstrating the absence of genuine issues of material fact, the
non- novant nust then establish the existence of each el enment on

which it bears the burden of proof. J.F. Feeser, Inc. v.

Serv-A-Portion, Inc., 909 F.2d 1524, 1531 (3d Cr. 1990) (citing

Celotex Corp. v. Catrett, 477 U.S. 317, 323 (1986)), cert.

denied, 499 U. S. 921 (1991). A plaintiff cannot avert summary

j udgnment with specul ation or conclusory allegations, but rather

’The cl aims against all defendants except the five
novant s have now been di sm ssed upon stipul ati ons of counsel and
correspondi ng court orders entered herein.
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nmust present evidence fromwhich a jury could reasonably find in

his favor. Ri dgewood Bd. of Educ. v. NE for ME. , 172 F. 3d

238, 252 (3d Cir. 1999).
I11. Facts

From t he evidence of record, as uncontroverted or
otherwise in the light nost favorable to plaintiffs, the
pertinent facts are as foll ow

Plaintiff Margaret Schnerling was di agnosed with
scoliosis, or curvature of the spine, in 1967 or 1968 when she
was el even years old. She then underwent spinal fusion surgery
during which a device called a Harrington rod was inplanted in
her spine. The Harrington rod renmained in her spine for about
five years. It was then renoved w thout serious conplications.
She | ater underwent two subsequent back surgeries to renove
residual tissue which continued to cause her irritation.

In 1989, after Ms. Schnerling gave birth to her third
child, she began to experience nunbness in her left |eg and pain
in her left foot. She consulted with R chard Bal derston, MD.,
an orthopedi c surgeon, who di agnosed her as having an increased
| ower back curve and disc abnornmalities. On Novenmber 19, 1989,
she underwent spinal fusion surgery at Pennsylvania Hospital in
Phi | adel phia during which Dr. Bal derston inplanted in her spine
conmponents of a pedicle screw fixation system known as the

Cotrel - Dubousset (C-D) system The C- D system was desi gned,



manuf act ured and mar ket ed by Sof anor/ Danek and distributed by
Youngwood.

The C-D system consists of rods, screws, hooks and
ot her conponents. The various conponents cone in an assortnent
of sizes. The individual surgeon selects conponents to fashion a
fixation device appropriate to a particular patient based on the
patient's size and condition. During spinal fusion surgery, bone
graft material obtained fromthe patient's hip or froma "bone
bank” is used to fuse the patient's vertebrae. The purpose of
fixation systens such as the CD systemis to inmmobilize the
spi nal segnents which are to be fused during the healing process.

During the 1989 surgery, Dr. Balderston inplanted in
Ms. Schrerling's spine CD system conponents including hooks and
a device knowmn as a CGD rod. He did not, however, use the
all egedly defective and illegally marketed bone screws which are
the basis for this mass litigation.

Follow ng this surgery, Ms. Schnerling' s |eg pain
subsi ded for about a year. Near the end of 1990, the pain
returned. Ms. Schnerling al so began to experience pain in her
hip. 1In Septenber 1992, she underwent another surgery during
whi ch nore of her spine was fused, the previously inplanted C-D
conmponents were explanted and new C-D instrunentation inplanted

The newly inplanted C D conponents included hooks and C-D rods,



al t hough agai n none of the allegedly defective and illegally
mar ket ed bone screws.

Nei t her the 1989 nor 1992 surgeries fully relieved Ms.
Schnerling's pain. On February 7, 1994, she underwent her fourth
spinal fusion surgery, the third in five years. As with the
previous two surgeries, Dr. Balderston perfornmed this procedure
at Pennsyl vania Hospital. During this surgery, Dr. Bal derston
performed an anterior-posterior spinal fusion, explanted the CD
instrunmentation fromthe 1992 surgery and inplanted new CGD
conponents. The instrunents inplanted in her spine on this
occasion included the alleged defective and illegally marketed
bone screws which formthe basis of this mass tort litigation.?3

Foll ow ng the February 1994 surgery, Ms. Schnerling
suffered several episodes of bladder incontinence. She continued
to experience occasional |eakage until at |least 1997. She
continues to experience debilitating back pain and pain in her
left leg which radiates into her left foot.

Ms. Schnerling, as all the other plaintiffs, has

asserted state law clains for fraudulent m srepresentation, civil

3 Thus, the only CG-D instrunentation at issue in
this case are the C D conponents inplanted during Ms.
Schnerling's February 1994 surgery. See Second Anended
Conplaint, 8 Il (anmending conplaint and first amended conpl ai nt
by "substitut[ing]" allegation challenging CD instrunentation
inmplanted in Ms. Schrerling' s spine on February 7, 1994 in pl ace
of allegation in conplaint and first anmended conpl ai nt
challenging C-D instrunmentation inplanted in Ms. Schnerling' s
spi ne on Novenber 19, 1989).



conspiracy, concert of action, fraudul ent marketing and
pronotion, negligent msrepresentation, strict liability,
liability per se, negligence and breach of inplied warranty of
merchantability. M. Schnerling has asserted a claimfor |oss of
consortium

Plaintiffs' fraudul ent m srepresentation cl ai mwas
predi cated on the theory that several of the defendants,
i ncl udi ng Sof anor/ Danek, defrauded the Food and Drug
Adm nistration (FDA) into permtting themto market the conponent
parts of the C-D system including the pedicle screws, as devices
for inplenmentation into | ong bones when defendants actually
intended to market and did market the pedicle screws as part of a
fixation systemfor use in spinal fixation surgery, which the FDA
had not allowed. Judge Bechtle dism ssed "all fraud on the FDA .

clains contained in any pleading” in the consolidated

litigation. On appeal, the Third Crcuit held that the Food,
Drug and Cosnetic Act (FDCA), 21 U.S.C. 8§ 301 et seq., as anended
by the Medical Device Anendrments of 1976 (MDA), 21 U.S.C. 88§
360c- 360k, did not preenpt applicable state-|law causes of action
based on all eged fraudul ent m srepresentations nmade to the FDA

See I|n Re Othopedic Bone Screw Products Liability Litig., 159

F.3d 817, 828-29 (3d Cir. 1998). The Court did not hold,

however, that any plaintiff had stated a clai mupon which relief



could be granted for fraudul ent m srepresentati on under
applicable state law. [d. at 829.

I V. Di scussi on

As all parties rely upon and assune the applicability
of Pennsyl vani a substantive |aw, the court does so as well. See

Neely v. Cub Med Managenent Svces., 63 F.3d 166, 180 & n. 10 (3d

Cr. 1995); Mellon Bank, N. A v. Aetna Business Credit, Inc., 619

F.2d 1001, 1005 n.1 (3d Cr. 1980). In any event, under the |aw
of Pennsyl vania or New Jersey, the state where plaintiffs reside
and the only other state with any discernible interest, proof of
causation is a necessary elenent for each of plaintiffs' clains.

See, e.qg., Mllon v. Barre-National Drug Co., 636 A 2d 187, 191

(Pa. Super. 1993) (products liability and negligence actions),

appeal denied, 648 A 2d 789 (Pa. 1994); Redland Soccer Club v.

Dep't of the Arny, 55 F.3d 827, 851 n.15 (3d Cr. 1995)

(negligence per se), cert. denied, 516 U.S. 1071 (1996);

Petrucelli v. Bohringer & Ratzinger GVvBH, 46 F.3d 1298, 1309 (3d

Cr. 1995) (negligence, strict products liability,

m srepresentation); Cruz-Mndez v. |SU Insurance Services of San

Franci sco, 722 A 2d 515, 524 (N.J. 1999) (strict products

l[iability); Fedorczyk v. Caribbean Cruise Lines, Ltd., 82 F.3d

69, 74 (3d Cir. 1996) (negligence) (applying New Jersey |aw);

Cordy v. Sherwin Wllianms Co., 975 F. Supp. 639, 646 (D.N.J.

1997) (negligence per se); First Valley Leasing Inc. v. Goushy,




795 F. Supp. 693, 701 (D.N.J. 1992) (fraudul ent
m srepresentation).

To withstand sumrmary judgnent, plaintiffs nmust thus
produce sufficient evidence fromwhich a reasonable jury could
find that the G D instrunentation with bone screws utilized in
the 1994 surgery caused Ms. Schnerling' s injuries.

To denonstrate causation, plaintiffs rely on a three-
and- a- hal f page expert report of Dr. Janmes Wessner. Dr.
Wessner is a physiatrist, that is, a specialist in physical or

"rehabilitation nedicine." See Watts v. O ganogenesis, Inc., 30

F. Supp. 2d 101, 107 (D. Mass. 1998); Goldstein v. United States,

9 F. Supp. 2d 175, 183 (E.D.N. Y. 1998). He received a bachel or
of science degree in agriculture from Cornell University in 1971,
a master of arts degree in biology and a Ph.D. in marine biol ogy
fromthe University of California-Santa Barbara in 1978 and 1981
respectively. He received his MD. fromthe University of Mam,
Florida, in 1987 through that university's "Ph.D. to MD."
program

Dr. Wessner lists his "practice interests and skills"

as "spinal cord injury," "inpairnment ratings," "functional

capacity evaluations,"” "conprehensive pain nmanagenent, "

"el ectroceutical s/ pharmaceuticals,” "work injury/sports injury,"

"head trauma/brain injury," "independent nedical evaluations,"”

"el ectrodi aghostics,"” "diagnostic ultrasound," "medico-I egal



reviews" and "life care planning.” It is uncontroverted that Dr.
Wbessner has no experience or training in the field of spinal
surgery or the use of inplanted hardware in the spine.

Dr. Wessner has never exam ned, interviewed or even
met with Ms. Schnerling. Indeed, Dr. Wessner uses mal e
pronouns in referring to Ms. Schnerling in several places in his
report.

Dr. Wessner prepared his report based on nedical and
operative records provided by Dr. Bal derston and certain nedica
records provided by Doctors Jeffrey Spivak, Prodronos Ververeli,
David Lee, Randal Betz, as well as other unspecified nedical
reports. Dr. Spivak assisted Dr. Bal derston during the 1992
surgery and apparently reviewed pertinent inmaging reports before
the operation. Dr. Betz is affiliated with Tenple University
Hospital and was consulted by Ms. Schnerling for treatnment or
di agnostic purposes in 1995. He also found review ng Ms.
Schnerling's x-rays germane to evaluating her condition. Dr. Lee
is a neurologist to whom Ms. Schnerling was referred for
consul tation in Decenber 1996. He exam ned her and considered it
appropriate to performhis own el ectronyel ogram (EM5 test
al though he was famliar with the results of Ms. Schnerling's
prior EMas. Dr. Ververeli's identity is not readily apparent

fromthe record. It is uncontroverted that none of the



records or reports reviewed by Dr. Wessner included x-ray or
ot her imaging studies of Ms. Schmerling.

Dr. Wessner's report does not explain the basis for
his conclusions. It nmerely summari zes portions of nedi cal
reports which Dr. Wessner read and states that:

[ b] ased on these findings, | have the
foll ow ng opi ni ons:

There is a reasonabl e degree of nedical
certainty that the instrunentation not only
did not correct the pathology that caused the
original pain and disability, but also that

t he whol e process of putting the
instrunmentation into her back, the tissue
consequences of the dysfunctional hardware,
and taking the instrunentati on out of her
back have al so resulted in nmuch tissue

di sruption and scarring in her back. Any
remai ni ng hardware and the abundant resultant
scar tissue are very likely rubbing agai nst
nerve endings in many tissues in the area of
the original injury and these subsequent
surgi cal procedures, and are understandably
causi ng nerve inpingenent, thus, pain and
dysfunction. Pain, in and of itself, is
wel | —=known to cause disability. The
instability is reestablished and the pain and
disability have not inproved, |eaving the
patient in a chronically deteriorated state.
This case is a clear exanple of failure of
non- FDA approved har dwar e.

Dr. Wessner's report does not explain what was "dysfunctional”
about the C-D systemor why he concluded it had "failed."

Ms. Schmerling has been plagued with back problens
since the age of 11. She has undergone at |east six prior back
surgeries. Four of these involved spinal fusion in which netal

instruments were inplanted in her spine. Three of these did not
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i nvol ve use of the allegedly defective and illegally marketed
pedi cl e bone screws and one involved no C D system conponents.
Yet, Dr. Wessner does not attenpt to rule out alternate causes
for her synptons including prior spinal surgeries involving GD
conponents w t hout bone screws or involving no CGD
instrunentation, the placenent of the bone screws, the technique
of Dr. Bal derston or the surgeons who perforned the Harrington
rod inplantation and subsequent tissue renoval surgeries, or the
natural deterioration of the physical conditions which induced
Ms. Schnerling to undergo repeated spinal fusion surgeries to
begin with. Dr. Wessner does not distinguish between the
"instrunentation"” or "hardware" inplanted in Ms. Schnerling' s
spi ne which included pedicle screws and that which did not.

Def endants have submtted an affidavit and expert
report of John Hall, MD. Dr. Hall has been a professor of
ort hopedi c surgery at Harvard Medi cal School since 1971. He
speci alizes in childhood spinal diseases, including scoliosis.
Dr. Hall opined that "no reasonabl e physician would refer a
patient with a conplex spinal problem such as Ms. Schnerling
had, to a physician with Dr. Wessner's qualifications to
di agnose the cause of her continuing problens or to determ ne
whet her inplanted hardware is painful [and that a]t nost, Dr.

Whessner m ght be qualified to provide sone form of

11



rehabilitation treatnent on the recomendati on of a spine
specialist.”

Dr. Hall also notes Dr. Wessner's obvious |ack of
famliarity with the purpose of the G D systemwhich, with or
W t hout bone screws, was not intended to "correct the pathol ogy
that caused [Ms. Schnerling' s] original pain and disability" but
rather to provide tenporary support and to align and i mobilize
af fected vertebrae while transpl anted bone nmaterial gains
strength and solidifies.

Dr. Wessner's proffered testinony is based upon
cl ai med technical or specialized know edge. Fed. R Evid. 702
provi des that:

[i]f scientific, technical, or other

speci al i zed knowl edge will assist the trier

of fact to understand the evidence or to

determne a fact in issue, a wtness

qualified as an expert by know edge, skill,

experience, training, or education, my

testify thereto in the formof an opinion or

ot herw se

Consistent with Fed. R Evid. 104(a), the court nust initially

determ ne the qualifications of a proffered expert and the

adm ssibility of his testinony under Rule 702. See Daubert v.

Merrell Dow Pharnmaceuticals, Inc., 509 US. 579, 592 & n. 10

(1993). The court is required to act as a gatekeeper to ensure
that any expert testinony "is not only relevant, but [also]

reliable.” Kunho Tire Co., Ltd. v. Carnmichael, 119 S. C. 1167,

1174 (1999) ("gatekeeping" requirenment "applies to all expert

12



testinmony"). The purpose of the gatekeeping function is "to nake

certain that an expert, whether basing testinony upon

pr of essi onal studies or personal experience, enploys in the

courtroomthe sane |evel of intellectual rigor that characterizes

the practice of an expert in the relevant field." 1d. at 1176.
To be adm ssible, proffered expert testinony nust be

based "on a reliable and scientifically valid nethodol ogy that

fits with the facts of a case." Heller v. Shaw I ndustries, Inc.,

167 F. 3d 146, 152 (3d G r. 1999). Anong the guideposts the court
may consi der are whether the proffered expert's nethodol ogy has
been tested if capable of testing; whether the techni que has been
subj ected to peer review and publication; the known or potenti al
rate of error of the methodol ogy; and, whether the technique has
been generally accepted in the proper scientific conmmunity. See
Daubert, 509 U.S. 593-94; Heller, 167 F.3d at 152. Additi onal
factors the court may consider are the existence and mai ntenance
of standards controlling the technique's operation; the
relationship of the technique to nethods which have been
established to be reliable; the expert wtness's qualifications;
and, the nonjudicial uses to which the nethod has been put. |Id.;

In re Paoli R R Yard PCB Litig., 35 F.3d 717, 742 n.8 (3d Gr.

1994), cert. denied sub nom General Electric Co. v. Ingram 513

U S 1190 (1995).

13



The court has "considerable |leeway in deciding in a
particul ar case how to go about determ ni ng whether particul ar

expert testinony is reliable.” Kunho Tire Co., 119 S. C. at

1176. The court's discretion in choosing the manner of testing
expert reliability, however, "is not discretion to abandon the
gat ekeeping function.” 1d. at 1179 (Scalia, J., concurring).
Moreover, even if expert testinony is adm ssible, summary
judgnment may still be appropriate if the non-novant has failed to
present sufficient evidence to create a triable issue of fact.

See Daubert, 509 U. S. at 596; Heller, 167 F.3d at 152.

As the proponent, plaintiffs bear the burden of show ng
that Dr. Wessner is qualified to render an expert opinion, that
his opinionis reliable and that it would assist the trier of
fact in resolving a disputed issue of material fact, i.e.,

causati on. See, e.q., Daubert v. Merrell Dow Pharnmaceuti cal s,

Inc., 43 F.3d 1311, 1316 (9th Cr.), cert. denied, 516 U S. 869

(1995); dinger v. United States &olf Ass'n, --- F. Supp. 2d ---,

1999 W 410121, *2 (N.D. Ind. May 11, 1999); In re Breast |nplant

Litig., 11 F. Supp. 2d 1217, 1244 (D. Colo. 1998).

Plaintiffs apparently m sperceive who is required to
prove what when a defendant in a civil case files a notion for
sumary judgnent. Contrary to plaintiffs' suggestion, defendants
were not required to come forward with "scientific evidence"

negating plaintiffs' clains. They are entitled to point out

14



deficiencies in plaintiffs' proof. See, e.qg., Celotex Corp., 417

U S at 325 ("the burden on the noving party may be di scharged by
"showing' -- that is, pointing out to the district court -- that
there is an absence of evidence to support the nonnoving party's

case"); Rley v. Newton, 94 F.3d 632, (11th Gr. 1996), cert.

denied, 519 U S 1114 (1997).

Plaintiffs were required to show that a reasonable jury
could find in their favor on each issue on which they would bear
the burden of proof at trial, including nedical causation. See

Cel otex Corp., 417 U S. at 322-23; Estate of Zi nmmernan V.

Sout heast ern Pennsyl vania Transp. Authority, 168 F.3d 680, 684

(3d Cir. 1999) (failure of plaintiffs in personal injury case to
establish triable issue of fact on any el enent on which they
woul d bear burden of proof at trial, including causation, is
grounds for summary judgnent). |ndeed, when a claimant produces
no conpetent evidence in support of an el enment he woul d be
required to prove at trial, sunmmary judgnent is required. See

Celotex Corp., 417 U S. at 322-23 ("Rule 56(c) mandates the entry

of summary judgnent . . . against a party who fails to nake a
show ng sufficient to establish the existence of an el enent
essential to that party's case, and on which that party will bear

t he burden of proof at trial"); Estate of Zi merman, 168 F.3d at

684; Gunseth v. Marriott Corp., 872 F. Supp. 1069, 1072 (D.D.C

1995), aff'd, 79 F.3d 169 (D.C. Cir. 1996); Schwartz v. Hospital

15



of University of Pennsylvania, 1993 W. 153810, *6 (E.D. Pa. My

6, 1993). Further, as noted, defendants did present the report
and avernents of a professor of orthopedic surgery and expert in
spi nal di sease which chall enged Dr. Wessner's qualifications and
capability accurately to discern the cause of Ms. Schnerling's
synptons and the nethods he used in reaching his concl usion.

Plaintiffs' reliance on Petruzzi's | GA Supernarkets,

Inc. v. Darling Delaware Co., 998 F.2d 1224 (3d Cr.), cert.

deni ed sub nom Moyer Packing Co. v. Petruzzi's | GA Supernarkets,

Inc., 510 U.S. 994 (1993) and United States v. Vel asquez, 64 F.3d

844 (3d Cir. 1995) is totally msplaced. The fornmer was an
antitrust case in which the qualifications of plaintiff's expert
econom ¢ w tnesses were "unchal l enged,” in which they utilized
reliable nmethods based on reasoni ng accepted in the published
literature which produce reliable results if done properly and in
whi ch defendants failed to show any flaws in the experts' study.

See Petruzzi's | GA Supermarkets, 998 F.2d at 1238. The Court

merely concluded that in such circunstances it could not
determ ne that the testinony was unhel pful "in the absence of

countervailing evidence or persuasive argunent." |d. Velasquez

was a crimnal case in which the court had held handwiti ng
anal ysis sufficiently reliable to be the subject of expert
testinmony by a governnent handwiting expert who incul pated the

def endant but then excluded the testinmony of an appropriately

16



qgual i fied defense expert critic of handwiting anal ysis whose
proffered testinmony net the reliability requirenents of Rule 702.

See Vel asquez, 64 F.3d at 851.

Many courts in these bone screw cases have found that
simlar proffered expert testinony failed to create a triable
issue of fact as to whether the allegedly defective and illegally
mar ket ed bone screws actually caused the plaintiffs' injuries.

See valente v. Sofanmpbr, S.NC, --- F. Supp. 2d. ---, 1999 W

259494, *7-*8 (E.D. Ws. Apr. 29, 1999) (granting sunmary
judgnent after finding no conpetent evidence of causation where
plaintiff's expert gave conclusory opinions, failed to identify a
defect in the design or manufacture of the device and failed to
performdifferential diagnosis which is "antithetical to the

scientific nethod"); Colenman v. Danek Medical, Inc., 43 F. Supp.

2d 637, 650 (S.D. Mss. 1999) (no conpetent evidence of causation
where plaintiff's expert, except for conclusory assertions,
failed to identify causal nexus between Danek's product and harm
to plaintiff since failure to achieve solid fusion, increased
pai n and nerve damage are possible with fusion surgery involving

no instrunmentation or alternative instrunentation); Driggers v.

Sofanor, S.N.C., 44 F. Supp. 2d 760, 765 (M D.N.C. 1998)

(granting summary judgnent in case involving C D system upon
finding no conpetent evidence of causation where plaintiffs'

expert failed to rule out other causes of plaintiff's pain);

17



OBrien v. Sofamar, S.N.C., 1999 W. 239414, *4-*6 (E.D. Pa. Mar.

30, 1999) (granting summary judgnent in case involving CGD system
after finding proffered expert, a neurol ogi st who never perforned
surgery and had no training or education in instrunmented spinal
fusion, was not qualified to render an expert opinion and even if
so qualified, his testinony was unreliable in the absence of

evi dence of nethodol ogy enpl oyed and of evidence that expert
performed a differential diagnosis and considered alternative

explanations for plaintiff's worsened condition); Burton v. Danek

Medical, Inc., 1999 W. 118020, *4 (E.D. Pa. Mar. 1, 1999)

(excl udi ng expert report and granting summary judgnment where
proffered expert was unfamliar with the techni ques of spinal
fusion surgery and had no expertise with devices used in such
surgery, perfornmed no research other than reading articles
provided by plaintiffs' counsel, did not examne plaintiff, did
not performdifferential diagnosis and did not disclose

met hodol ogy he used); Leigh v. Danek Medical, Inc., 1998 W

1041329, *4 (N.D. Tex. Dec. 14, 1998) (no conpetent evidence of
causation where plaintiffs' expert failed to provide differenti al
di agnosi s, had not reviewed plaintiff's inmaging studies, never
exam ned or spoke with plaintiff and nade no attenpt to rule out

ot her causes of pain including prior surgeries); Conger v. Danek

Medical, Inc., 1998 W 1041331, *5-*6 (N.D. Tex. Dec. 14, 1998)

(striking expert reports and granting sunmary judgnment where

18



plaintiff's proffered experts had never used spinal fixation
devices, were not experts in field of spinal fusion surgery, had
never met plaintiff, had not attenpted to rule out other possible
causes of pain and had failed to review all of plaintiff's x-

rays, CAT and MRI scans); Love v. Danek Medical, Inc., 1998 W

1048241, *2 (WD. Ky. Nov. 25, 1998) (no conpetent evidence of
causation where plaintiff's expert purportedly relied on
plaintiff's medical records but failed to explain his reasoning

and offered no facts to support his conclusion); Baker v. Danek

Medi cal, 35 F. Supp. 2d 875, 880 (N.D. Fla. 1998) (plaintiff's
expert's conclusion that inplanted device caused synptons because
plaintiff suffered pseudoarthrosis after inplantation and because
pai n di m ni shed after explanation provided only "circular and
specul ative" support for causation insufficient to survive

summary judgnent); Smth v. Sofanmor, S.N.C., 21 F. Supp. 2d 918,

921-23 (WD. Ws. 1998) (granting sunmmary judgnent upon fi nding

no conpetent evidence of causation). See also Jobe v. Sofanor,

S.N.C., 1998 W. 1048208, *1 (D. Ariz. Sept. 4, 1998) (finding
al nost identical report of Dr. Wessner "woefully inadequate").
In a footnote, plaintiffs seek to bolster their
position by suggesting that causation may ot herw se be
established by the report of Dr. Harold Al exander, a Ph.D. in
applied nechanics. Plaintiffs rely on Judge Bechtle's Pretrial

Oder 725 in In re Othopedic Bone Screw Litig., No. MDL 1014,

19



1997 W. 39583 (E.D. Pa. Jan. 23, 1997) for this proposition.
Their reliance is msplaced. The report of Dr. Al exander on
which plaintiffs rely is a generic critique of spine fixation
devi ces which was submtted in virtually all of the bone screw
cases. |t does not nention any of the noving defendants in this
case or any of their products and does not address plaintiff or
how any CG-D instrunentation, nuch | ess bone screws inplanted in
1994, caused her synptons. Judge Bechtle found that Dr.

Al exander was qualified to offer expert testinony in the field of
bi omechani cs or bi oengi neering, but was not qualified to give
testinony requiring expertise in any other field including
"clinical conplications of pedicle fixation." See 1997 W. 39583,

*2. See also Baker, 35 F. Supp. 2d at 881 (finding Dr.

Al exander's report did not create a triable issue of fact);

O Brien, 1999 W. 239414, *2 n.4 ("Dr. Al exander cannot testify
that [the CD systen] caused [plaintiff's] medical condition to
wor sen") .

The court has serious doubts about the qualifications
of Dr. Wessner, who is not an expert in spinal surgery or
fixation devices, to render an expert opinion as to the origin of
synptons of a patient with a long history of serious back
probl ems and surgeries, including multiple surgeries in which
artificial instruments were inplanted. The court has no doubt as

to the unreliability of his opinion.
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Dr. Wessner never exam ned Ms. Schnerling or spoke
wi th her or any physician who treated her. He did not review x-
ray or other imaging studies of Ms. Schnerling. Plaintiffs have
made no showi ng that Dr. Wessner enpl oyed an acceptabl e net hod
for determning the cause of a spinal surgery patient's synptons.
| ndeed, plaintiffs have nmade no show ng whi ch woul d controvert
Dr. Hall's avernment that Dr. Wessner's concl usions and the
met hod by which he reached them "nmust be considered well outside
the range of reasonabl e nedi cal deci sion-naking."

Dr. Wessner fails to distinguish between the
"instrunentation” or "hardware" which contained pedicle bone
screws which is the subject of this action and the surgeries in
whi ch no bone screws were inplanted. Insofar as Dr. Wessner
concludes that the instrunentation placed in Ms. Schnerling's
back during the 1994 surgery caused her synptons, this concl usion
is not shared by her treating physicians who have found it quite
difficult to narrow the causes of her synptons given her nedi cal
hi st ory.

Dr. Wessner failed to performanything renotely
resenbling a differential diagnosis to rule out other possible
causes of the synptons conplained of. The failure of a proffered
nedi cal expert to explain why he concluded that other identified
pl ausi bl e ot her causes for a patient's synptons are not the sole

causes of those synptons al one warrants a determ nation that the

21



expert's nmethodology is unreliable. See Heller, 167 F.3d at 156;

In re Paoli R R Yard PCB Litig., 35 F.3d at 759 n. 27.

Even assuming that Dr. Wessner is qualified to offer
an opinion on the cause of Ms. Schnerling's synptons, there has
been no showi ng fromwhich the court could conscientiously find
that his conclusions in this case are reliable. As Judge Bechtle
previ ously concluded, Dr. Al exander cannot testify regarding
clinical conplications of bone screw surgery. He certainly
cannot testify that any such conplications are the cause of Ms.
Schnerling's synptons.

Plaintiffs have thus failed to offer any conpetent
evidence that any GD instrunentation, let alone the CD
i nstrunmentation including bone screws inplanted in Ms.
Schnerling's spine on February 7, 1994, actually caused her
synptons. The conplete failure of proof as to this essenti al
el enrent of all of her clains nmandates the entry of summary

judgment. See Celotex Corp., 417 U S. at 322-23. See also

Heller, 167 F.3d at 165 (sunmary judgnment appropriate in absence
of evidence of causation after expert testinony properly
excl uded) .

M. Schrmerling's I oss of consortiumclaimis derivative

of Ms. Schmerling' s clains. See Darr Construction Co. V.

Wirknmen’s Conpensation Appeal Board, 715 A 2d 1075, 1080 (Pa.

1998). Thus, defendants are entitled to summary judgnent on this
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claimas well. See Wakschul v. City of Phil adel phia, 998 F

Supp. 585, 590 (E.D. Pa. 1998).

V. Concl usi on

That clainms are asserted en masse cannot excuse the
plaintiffs from produci ng conpetent evidence sufficient to
sustain the elenents of each plaintiff’s clains, including
causation. The court has no doubt that Ms. Schnerling genuinely
suffers from back problens dating back to her childhood. She has
not, however, produced sufficient conpetent evidence from which
one reasonably can conclude that the conduct of these defendants
caused the synptons attributed to them

The notions for summary judgnent will be granted.

Appropriate orders will be entered.
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IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A

MARGARET SCHVERLI NG and : CIVIL ACTI ON
MORTON SCHMERLI NG :

V.
DANEK MEDI CAL, INC., et al. ; NO. 96-2749
ORDER
AND NOW this day of Septenber, 1999, upon

consideration of the Mdition for Sunmary Judgnent of defendants

Sof anor Danek Group, Inc., Sofanmor, S.N C., Sofanor, Inc. and Danek
Medi cal, Inc. (the Sof anor/ Danek defendants) (Doc. #50), the Mdtion
for Summary Judgnent of defendant Youngwood Medi cal Specialties,
Inc. f/k/a National Medical Specialty, Inc., f/k/a Stuart Medi cal
Specialty, Inc., f/k/a Stuart Medical, Inc., f/k/ia Stuart Drug &
Surgical Supply, Inc. (Doc. #53) and plaintiffs' responses thereto,
consistent with the acconpanyi ng nmenorandum | T | S HEREBY ORDERED
that said Mdtions are GRANTED and accordi ngly JUDGQVENT | S ENTERED
in the above case for each of the noving defendants and agai nst
plaintiffs; and, as the clains against all other originally nanmed
def endants have been dism ssed by prior stipulations and orders,

t he above case is closed.

BY THE COURT:

JAY C. VWALDMAN, J.



